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DETAILED ACTION 
Status of Claims 

This Action is in response to the amendment filed 5/2/2008. Claims 22, 36-38, 41, and 42 
have been amended and no claims have been added or cancelled. Currently, claims 22, 36-39, 41, 
and 42 are pending in the instant application. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 38 and 39 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

Claim 38 recites the limitation "the upper and lower stabilizers" in line 10. There is 
insufficient antecedent basis for this limitation in the claim because the lower stabilizers have not 
been previously claimed. 

Claim 39 is dependent on claim 38 and is therefore rejected for the same reasons outlined 
above with respect to claim 38. 

Claim Rejections - 35 USC §103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
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such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

Claims 22, 36-39, 41, and 42 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Jacquetin US 7,131,944 B2 in view of Gellman WO 98/35632. 

As to claim 22, Jacquetin discloses an implant in figures 1-11. In column 2 lines 50-54 
Jacquetin discloses material for the implant being bio-compatible mesh material such as a knitted 
polypropylene fabric (e.g., soft PROLENE...). This soft nature of the fabric allows the implant 
to be adapted to be placed in the vaginal fornix to treat rectocele and/or prolapsus. Jacquetin in 
column 2 lines 6 and 7 further discloses the implant is for treating rectocele and/or a hysterocele 
present in a female patient. Jacquetin in column 2 lines 50 and 51 discloses the implant is made 
from a single sheet of mesh material, which makes the implant thin, and in column 3 lines 9 and 
10 Jacquetin discloses the implant can be sized and shaped to meet the need of a particular 
patient. Being able to size and shape the implant make the implant flexible. Figure 10 shows a 
support body (112/114) from which there extend suspension stabilizers (142 and 144). Figure 10 
further shows at least two upper suspension stabilizers which are disposed on either side of a 
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sagittal plane and have longitudinal axes forming between them an angle greater than 45 degrees, 
and two lower suspension stabilizers disposed on either side of the sagittal plane. 

Jacquetin however lacks wherein the implant body presents, in its upper region, at least 
two orifices for passing posterior stabilizers of an anterior prosthesis once the stabilizers have 
passed though the uterosacral ligaments. However, Gellman in a urethral suspension 
slings/implant teaches a body (12) with upper region having two orifices (18). Therefore, it 
would have been obvious to one of ordinary skill in the art at the time the invention was made to 
modify Jacquetin in order to provide the body with two orifices at the upper region for the 
purposes of providing suture receiving sites as taught by Gellman (see page 7 line 19). 

As to claim 36, Jacquetin discloses the implant as applied for claim 22. Jacquetin 
however does not explicitly teach the location of the upper and lower stabilizers as claimed. 
However, Jacquetin in column 3 lines 9 and 10 discloses the implant can be modified by the 
surgeon to accommodate different patients. Furthermore, it would have been obvious to one of 
ordinary skill in the art to place the stabilizers at the treatment site, and for rectocele or prolapsus 
of the vaginal fornix it would have been obvious to one of ordinary skill in the art to place the 
implant such to cover gluteal, pubo-rectal, and uterosacral region since these areas are likely to 
be herniated/protruded in patients who are diagnosed with rectocele. Therefore, the step of 
placing the upper suspension stabilizers though the gluteal region, the lower suspension 
stabilizers though the pubo-rectal region and the support body in the uterosacral region would 
have been obvious to one of ordinary skill in the art when treating a patient with rectocele. 

As to claim 37, Jacquetin discloses the implant as applied for claim 22. Jacquetin 
however does not explicitly teach the location of the upper and lower stabilizers as claimed. 
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However, as applied for claims 22 and 36, Jacquetin's implant can be modified by the surgeon to 
accommodate different patients. Furthermore, it would have been obvious to one of ordinary 
skill in the art to place the stabilizers at the treatment site, and for rectocele or prolapsus of the 
vaginal fornix it would have been obvious to one of ordinary skill in the art to place the implant 
such to cover sacrosciatic, pubo-rectal, and uterosacral regions since these areas are likely to be 
herniated/protruded in patients who are diagnosed with rectocele. Therefore, the step placing the 
upper suspension stabilizers though the sacrosciatic region, the lower suspension stabilizers 
through the pubo-rectal region, and the support body in the uterosacral region would have been 
obvious to one of ordinary skill in the art when treating a patient with rectocele. 

As to claim 38, Jacquetin discloses the implant as applied for claim 22. Jacquetin lacks 
the middle suspension stabilizers. However, it would have been obvious to one having ordinary 
skill in the art at the time the invention was made to provide the middle stabilizer, since it has 
been held that mere duplication of the essential working parts of a device involves only routine 
skill in the art. St. Regis Paper Co. v. Bemis Co., 193 USPQ8. Furthermore, because Jacquetin 
discloses that the extra arms are simply for increasing lateral support (column 9, lines 30-35) it 
appears as though the device would perform equally well with additional middle stabilizers. 

Jacquetin further does not explicitly teach the location of the upper and lower stabilizers 
as claimed. However, as applied for claims 36 and 37, Jacquetin's implant can be modified by 
the surgeon to accommodate different patients. Furthermore, it would have been obvious to one 
of ordinary skill in the art to place the stabilizers at the treatment site, and for rectocele or 
prolapsus of the vaginal fornix it would have been obvious to one of ordinary skill in the art to 
place the implant such to cover sacrosciatic, pubo-rectal, perineal regions, and rectovaginal 
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septum since these areas are likely to be herniated/protruded in patients who are diagnosed with 
rectocele. Therefore, the step placing the upper suspension stabilizers though the sacrosciatic 
region, the middle stabilizers though the pubo-rectal region, the lower suspension stabilizers 
through the perineal region, and the support body in the rectovaginal septum would have been 
obvious to one of ordinary skill in the art when treating a patient with rectocele. 

As to claim 39, Gellman teaches posterior stabilizers of an anterior prosthesis as sutures 
that is received by orifices (18) on the body (see col.7 line 19). These sutures passing though the 
orifices (18) at the upper portion of the implant allow support the upper portion of the implant. 
Sutures of Gellman are acting as the posterior stabilizers of an anterior prosthesis. 

As to claim 41, Jacquetin/Gcllman teaches the claimed invention as applied for claim 22. 
Jacquetin in column 2 lines 5 1-54 further teaches claimed biocompatible material. 

As to claim 42, Jacquetin/Gellman teaches the claimed invention as applied for claim 22. 
Jacquetin in figure 10 shows the implant is substantially flat and hammock-like. 

Response to Arguments 

Applicant's arguments filed 5/2/2008 have been fully considered but they are not 
persuasive. 

In response to Applicant's arguments that only the "anterior implant" of Jacquetin has the 
four arms and is therefore not for treating rectocele. Examiner first notes that the apparatus 
claims 22, 41, and 42, are for "treating rectocele and/or prolapsus." Cystocele (which applicant 
claims is treated by the anterior implant of Jacquetin) is in fact a prolapsus and therefore either of 
the anterior or posterior implants of Jacquetin could read on the instant claims. In addition, 
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examiner points to column 4, lines 5-15 in which Jacquetin discloses that the anterior and 
posterior implants can be formed separately or monolithically (therefore they can be considered 
for treating both anterior and posterior ailments). Furthermore, given that the extra arms are 
merely for additional lateral support, there appears to be no reason why one of ordinary skill in 
the art would not find it obvious to provide both the posterior and anterior supports with more 
than 2-4 arms in order to provide a desired amount of support for treatment as a mere duplication 
of parts. Therefore, it appears to the examiner that any combination of arm numbers using one or 
both of the anterior and posterior implants of Jacquetin can be selectively used by a physician to 
treat a particular patient's condition as needed. 

In response to applicant's arguments that Gellman would not be used to treat prolapse 
conditions, examiner asserts that Gellman is cited merely as showing that it is well known to use 
orifices for selectively attaching various implants and sutures together. Since multiple implants 
are commonly used for treating prolapsus (as evidenced by the instant applicant and teachings of 
Jacquetin), examiner holds that one of ordinary skill in the art would find it obvious to add 
orifices to the implants as taught by Gellman for allowing multiple implants to be secured 
together since this technique is well known and commonly used in implantation surgery. 

Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
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MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to KRISTEN C. MATTER whose telephone number is (571)272- 
5270. The examiner can normally be reached on Monday - Friday 9-4. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Justine Yu can be reached on (571) 272-4835. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Justine R Yu/ /Kristen C . Matter/ 

Supervisory Patent Examiner, Art Unit 377 1 Examiner, Art Unit 377 1 



